
MARYLAND MEDICAID PHARMACY PROGRAM 

HEP C PROTEASE INHIBITOR RESPONSE-GUIDED THERAPY (RGT) GUIDELINES 

Boceprevir Response-Guided Therapy based on HCV RNA Treatment Response and Patient Characteristics 

 

Population 

HCV RNA Assessment at Treatment Weeka  

Regimen 

Total  

treatment 

duration 

Week 8 Week 12 Week 24 

Treatment Naïve 

(without cirrhosis) 

Undetectable Undetectable Undetectable PEG/riba for 4 weeks,  

then boceprevir and PEG/riba for 

24 weeks 

28 weeks 

Detectable Undetectable 

OR Detectable 

<100 IU/mL 

Undetectable PEG/riba for 4 weeks,  

then  boceprevir and PEG/riba for 

32 weeks, then  PEG/riba for 12 

weeksb 

48 weeks 

Treatment Naïve 

Poorly Interferon 

Responsive  

(defined as HCV RNA 

decline  <1.0 log10 at week 

4) 

Undetectable  

OR Detectable 

Undetectable 

OR Detectable 

<100 IU/mL 

 

Undetectable 

 

PEG/riba for 4 weeks,  

then boceprevir and  PEG/riba for 

44 weeks 

48 weeks 

Prior Relapserc/Partial 

Responderd 

Undetectable Undetectable 

 

Undetectable PEG/riba for 4weeks,  

then boceprevir and PEG/riba for 

32 weeks 

36 weeks 

Detectable Undetectable 

OR Detectable 

<100 IU/mL 

Undetectable PEG/riba for 4weeks,  

then boceprevir and PEG/riba for 

32 weeks,  

then PEG/riba for 12weeks  

48 weeks 

Prior Null Respondere Undetectable 

OR Detectable 

Undetectable 

OR Detectable 

<100 IU/mL 

Undetectable PEG/riba for 4 weeks,  

then boceprevir and PEG/riba for 

44 weeks 

48 weeks 

Compensated Cirrhosis 

(Treatment-naïve or -

experienced) 

Undetectable 

OR Detectable 

Undetectable 

OR Detectable 

<100 IU/mL 

Undetectable PEG/riba for 4 weeks, 

then boceprevir and PEG/riba for 

44 weeks 

48 weeks 



Treatment Futility NA 

 

If ≥100 IU/mL, 
discontinue all 

treatment 

 

 

Detectable at 

Week 24 or at 

any timepoint 

thereafter; 

discontinue all 

treatment 

  

aA sensitive real-time quantitative HCV RNA assay with a lower limit of detection of <10-15 IU/mL should be used for decision making to 

determine treatment duration with response guided therapy.  

 
b Discontinuation of boceprevir at week 36 is supported by modeling but was not directly studied in the clinical trials.  Following a 4 week 

lead-in with PEG-RIBA, the addition of boceprevir to PEG-RIBA for 44 weeks achieved higher SVR compared to 24 weeks in late 

responders (detectable HCV RNA at week 8) in the registration trials.cRelapser=undetectable HCV-RNA at end of prior treatment with a 

subsequent detectable HCV-RNA in plasma;  

cPartial responder=decrease in HCV-RNA viral load greater than or equal to 2-log10 by Week 12, but never achieved SVR;  

dNull Responder=decrease of <2 log10 in HCV RNA after 12 weeks of prior HCV therapy with peginterferon and ribavirin; Boceprevir was 

not studied in null responders; this population was excluded from the Phase 2/3 study of patients who had previously failed treatment. 

Efficacy data and FDA labeling for this population is based solely on mathematical modeling PEG=peginterferon; riba=ribavirin; NA=not 

applicable . 

Telaprevir Response-Guided Therapy based on HCV RNA Treatment Response and Patient Characteristics 

Population HCV RNA Assessmenta Regimen Total treatment 
duration 

Week 4 Week 12 Week 24 

Treatment-naïve 
(without cirrhosis) 

OR 

Prior Relapserb 

Undetectable Undetectable Undetectable  Telaprevir plus PEG/riba for 12 
weeks,  

then PEG/riba for an additional 12 
weeks 

24 weeks 

Detectable but 
≤1000 IU/mL 

Undetectable or 
Detectable but 
≤1000 IU/mL 

Undetectable  Telaprevir plus PEG/riba for 12 
weeks,  

then PEG/riba for an additional 36 
weeks 

48 weeks 

Compensated Cirrhosis  
(Treatment- naïve or  
-experienced) or 
 
Prior Partial Responderc  
or 

Prior Null Responderd 

Undetectable or 
detectable but 
≤1000 IU/mL 

Undetectable or 
detectable but ≤1000 

IU/mL 

Undetectable Telaprevir plus PEG/riba for 12 
weeks,  

then PEG/riba for an additional 36 
weeks 

48 weeks 

Treatment Futility If >1000 IU/mL, 
discontinue all 

treatment 

If >1000 IU/mL, 
discontinue all 

treatment 

Detectable at 
Week 24 or at 
any timepoint 

thereafter; 
discontinue all 

treatment 

  

aA sensitive real-time quantitative HCV RNA assay with a lower limit of detection of <10-15 IU/mL should be used for decision making to 

determine treatment duration with response guided therapy.  



 
bRelapser=undetectable HCV-RNA at end of prior treatment with a subsequent detectable HCV-RNA in plasma 
 

cPartial responder=decrease in HCV-RNA viral load greater than or equal to 2-log10 by Week 12, but never achieved SVR. 

 
dNull Responder=decrease of <2 log10 in HCV viral load after 12 weeks of prior HCV therapy with peginterferon and ribavirin 

PEG=peginterferon, riba=ribavirin 
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